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NOTIFICATION PURSUANT Tb 
SECTION 6 OF DSHEb 

3 2004 

I AND 21 CFR 5 101.9~’ 

This notification is being filed on behalf of CovaxilTM Laboratories, LLC 
that is the Distributor of the product(s) which bear the statements identified in this 
notification. Its business address is: 5742 W  Harold Gatty Dr. Salt Lake City, 
Utah 84116. This notification is being made pursuant to Section 6 of DSHEA and 
Rule 21 C.F.R. § 101.93. The dietary supplement product on whose label or 
labeling the statements appear is Estrin-DTM. 

The text of each structure-function statement for which notification is now 
being given is: 

(Statement I): 

(Statement 2): 

(Statement 3): 

(Statement 4): 

(Statement 5): 

(Statement 6): 

(Statement 7): 

(Statement 8): 

(Statement 9): 

“Raises resting metabolic rate in menopausal and 
perimenopausal women.” 
“Boost energy levels and increase stamina in 
menopausal and perimenopausal women” 
“Reduces diet fatigue associated with menopausal 
and perimenopausal weight loss” 
“The first diet pill specifically designed for menopausal 
and perimenopausal women.” 
“Estrin-DTM helps overcome your physical and 
emotional changes.” 
“The first diet pill specifically designed developed to 
help menopausal and perimenopausal women lose 
weight.” 
“Estrin-DTM is clinically shown to increase resting 
metabolic rate, boost energy levels and increase 
stamina in menopausal and perimenopausal women.” 
“Estrin-DTM helps overcome your physical and 
emotional changes. 
“The only diet pill diet pill designed to help 
menopausal and perimenopausal women lose 
weight.” 

The following summary identifies the dietary ingredient(s) or 
supplement(s) for which a statement has been made: 

Statement 
Number 

1 

Identity of Dietary Ingredient(s) or Supplement(s) 
that is the Subject of the Statement: 
Estrin-DTM - 120 ct. Box 

2 Estrin-DTM - 120 ct. Box 
3 Estrin-DTM - 120 ct. Box 
4 Estrin-DTM - 120 ct. Box 
5 Estrin-DTM - 120 ct. Box 



6 Estrin-DTM - 120 ct. Box 
7 Estrin-DTM - 120 ct. Box 
8 Estrin-DTM - 120 ct. Box 
9 Estrin-DTM - 120 ct. Box 

The following identifies the brand name of each supplement for which a 
statement is made: 

Statement 
Number 

1 
2 
3 
4 
5 
6 
7 
8 
9 

Brand Name Label or Labelinn? 
Covaxil TM Laboratories, LLC both 
Covaxil TM Laboratories, LLC both 
Covaxil TM Laboratories, LLC both 
CovaxilTM Laboratories, LLC both 
CovaxilTM Laboratories, LLC both 
Covaxil TM Laboratories, LLC both 
CovaxilTM Laboratories, LLC both 
CovaxilTM Laboratories, LLC both 
CovaxilTM Laboratories, LLC both 

I, Joel Ehrenkranz, M.D., am authorized to certify this Notification on 
behalf of CovaxilTM Laboratories, LLC. I certify that the information presented 
and contained in this Notification is complete and accurate, and that CovaxilTM 
Laboratories, LLC has substantiation that each structure-function statement is 
truthful and not misleading. 

Dated this Aq day of 0 c)coici ,2004. 

By: 
Nathalie Chevreau PhD, RD 
for Dr. Joel Erhankranz, MD 
Consultant to Covaxil TM Laboratories, LLC 
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